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. . ° CHIESI PHARMACEUTICALS GMBH
F r ¥ @ Gonzagagasse 16/16
Ch ’ es ’ 1010 Wien, Austria
Tel.: +4314073919-0
; www. chiesi-cee.com
Ceprudirar scocri / Certificate of analysis

Jlikapeskuii 3aci6 / Drug product: ,
TEVOHA, po3uns st indysili Ta opajJsHOro 3aCTOCYBAHML, 20 mr/mi, o 1 Mut B amnyai, no 5 amnyn y
KOHTYpHiit wapynKoBii ynakosuj, 1o 2 KOUTYPHi YADYHKOBI YNIAKOBKH B KapToHHiiT KopoOui
PEYONA®, solution for infusion and oral solution, 20 mg/ml, 1 ml in ampoule, 5 ampoules in contour cell
package, 2 contour cell packages in carton box
Tliroua peyoBua: 1 M1 MicTHTS 20 M KOQEiHy LIMTPATY (expipanentHo 10 Mr kodeiHy)
Active ingredient: 1 ml contains 20 mg caffeine citrate (equivalent to 10 mg caffeine)

Bupo6Huk, xpaina / Manufacturer, cour;fry; ,
K'esi @apmaciiorikens I'm6X, Asctpis / Chiesi Pharmaceuticals GmbH, Austria
Anbacirma C.mA., Itanis / Alfasigma Sp.A., Italy

I"JI. ®apua I'MGX, Apctpin/ G.L. Pharma GmbH, Austria '

Tlixapcrka dopma ! Dosage form: po3iuH A indyaiil Ta OpAILHOrO 3aCTOCYBaHHA / solution for infusion and
oral solution '

Cuna git/axTusricTs: 20:Mr/Ma

Strength/potency: 20 mg/ml V

Poamip Ta Tun nakysauns / Package size and type: no 1 M1 BaMiyJi, 1o 5 ammy y KOHTYpHiH yapyHKOBikH
yIiaKoBLti, o 2 KOHTYPHi YapyHKOBI YIiakoBKH B KApTOHHIH kopobui / 1 ml in ampoule, 5 ampoules in contour
cell package, 2 contour cell packages in carton box

Homep cepil; PY1U530A

Batch number: PY1US30A

Jlata pupobunirea: 05/2023

Date of Manufacturing: 05/2023 A
Peccrpauiiine nocsiguenns Ne: UA/15097/01/01
Marketing Authorization No.: UA/15097/01/01

Tepwmin npunatHocri: 05/2026
Expiry date: 05/2026

Poamip cepii: 2305 ynaxopok
Batch size: 2305 packs
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No. IToKA3HIKH SKOCTI JonyernmMi HOPMH Meroau KOHTPOIIO Pesym,'r‘fam
Parameter Requirements Analytical AHAMSIE
q ,
, = procedure Test results
I Onuc | Mposopuii posuun 6es sudusux Bisyansuui omsin | Bidnogidae
MEXAHIYHUX 4aCIOK | Visual inspection
Appearance Clear solution free of visible ‘ Corresponds
particles
2 Konvoposicmb Besbapenuil Bisyansuuii ornan | Bionosidae
Colour ; | Colourless _ Visual inspection_ Correspoinds
3 O6'em, wio sumnzaenvca (Ma) | o 10 €pp.®.29.17 12
Extractable volume (inl) =y Ph.Eur. 2.9.17 ’
4 |pH 42-5.2 €ap.0.22.3 ‘6
g , Ph.Eur, 2.2.3 '
5 Toennupinayin’ A. Yac ympumiysanus nixy na €pp.9.2.2.29 Bionogidae
kogheiny yumpamy xpomamozpani eunpobogysanozo | Ph.Eur. 2.2.29 Corresponds
| posuuny sionosidae vacy
YHpuMyBanHs niKy Ha
| xposamozparii po3uuny
NOPIGHANHA,
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A. The principal peak has similar
retention time as the principal
Identification: peak due to caffeine citrate in the
caffeine citrate chromatogram obtained with
reference solution.
B. Rf ocuosnoi nnamu €sp.D. 2.2.27 Bionogidae
aUNPoBYBAHO20 POIUUHY MAE Ph.Eur. 2.2.27 Corresponds
gionoaidamu Rf ocrosnoi nasmu
DO3YUHY NOPIBHAHHA.
B. The test and reference
solutions show a single spot with
the same Rf, corresponding to
Caffeine.
6 | KinbkicHe 6U3HAUEHHA ' €p.®. 2.2.29
xogreiny yumpamy (BEPX) 19,0 - 21,0 m2/mn Ph.Eur. 2.2.29 20,2 melmn
Assay 19,0 - 21,0 mg/ml 20,2 mg/mi
caffeine citrate (HPLC)
7 | Oonopionicme dososanux - €sp.D. 2.9.40
OOUHHIb AV: < 15 (L)@ (po3paxyHKOBO- . .
Uniformity of dosage units Barosuil MeTon) ?anoetdai{
Ph.Eur. 2.9.40 orresponds
(by mass-variction)
8 | Hpooyxmu posnaoy™ €sp.®. 2.2.29
(BimcoTKOBHI BMICT): (BEPX)
6y0b-axuil <0,1% Ph.Eur. 2.2.29 0,01 %
Heidenmugixoganuit npooykm | (HPLC)
po3nady 0,00 %
cyma npodykmie po3nady <05 %
Degradation products )
(% area):
Any unspecified degradation
product <0,1% 0,01 %
Total of degradation products | $0,5 % 0,00%
9 Cmepunbrichip | Cmepunvruii €sp.D. 2.6.1 Bidnosidae
Sterility Sterile Ph.Eur. 2.6.1 Corresponds
10 | Faxkmepiansni endomokcunu He 6invwe 5 EO/mn €mp.D. 2.6.14
Bacterial endetoxins “Not more than 5 EU/ml (JIAJl-Tect) <] EQ/mn
Ph.Eur, 2.6.14 < 1 EUlnl
(LAL test)
11 | Mexaniuni 6KLioUeHNA: > 25 mrae: < 600 wacmunox Ha Cep.®. 2.9.19 3
HeeuouMi 4acmeu amnyny Memoo 1
> 10 mrm: < 6 000 wacmunox na | Ph.Eur. 2.9.19 80
Particiilate contamination: amnyny Method 1
Sub-visible particles
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2 25 um < 600 part./ampoule 3
> 10 um <6 000 part./ampoule 80
12 | Ocmamouna ynakoska Bidnogioae crandapmuomy BizyansHo Bionogidae
Final packaging 3pasky Visual inspection Corresponds
Complies with standard sample

) Nomituky taki ax Teodiniu, N-(é-aMiHo-’l,3-ﬂnmenm-2,4-z1ioxco-1,2,3,4-1erparinponipHMimm~5-in)«bopmMin (nomiwka B), isokodein,
TeoGpOMiH Ta NaPaKCAHTHH BHHUKAIOTE Y npoueci BUpOSHHULTEA KOGIETHY TR He MOKYTh 36inbIIYBATHCE, KOHTPOAIOIOTE 1P BXIAHOMY
kouTponi koeiny.

@ SIKUIO Pe3yNBTATH HE BiANOBIAAIOTE 3a3HAUENAM BHMOPAM B, TIYHKT 7 - Kpurepiit sianopianocti,

3 Impurities such as Theofilline, N-(6-Amino-1,3-dimethyl-2,4-dioxo-l,2,3,4-tetrahydropyrimidin-S-y’l)formamidc (impurity B), Isocaffeine,
Theobromine and Paraxantine deriving from the manufacturing process of Caffeine, that cannot increase, are monitored at the incoming
control of caffeire

@ if the results do not comply with this requirement, see item 7 - Acceptance criteria

HaiiMenyBaHHs, MiCLIE3HAXO/UKEHHS Ta HOMEPH JIiLeH3IH BCiX HUIbHULb 3 BUPOGHHLTBA Ta KOHTpoMO skocTi / Name,
Jocation and numbers of Mamifacturing licenses of all manufacturing sites and quality control:
s Bumyck cepil/ batch release:
K'esi dapmactorikens 'M6X, yn. Tonzararacce 16/16, 1010 Binens, ApcTpis
(Chiesi Pharmaceuticals GmbH, Gonzagagasse 1 6/16, 1010 Wien, Austria)
Jliyensin (Manufacturing license) No. 480601
e  MapyBauns, BTOpUHHe akyBaHns / labeling, secondary packaging.
I'.J1. dapma ['M6X, Byn. Fancrepepracce 9-13, 1160 Binens, Ascrpis
(G.L. Pharma GmbH, Gansterergasse 9-13, 1160 Wien, Austria)
Jliuensis (Manufucturing license) No. 483078
s BupoGuuureo bulk, nepprHHE MaKyBaHHA Ta KOHTPONb axocti / bulk manufacturing, primary
packaging and quality control:
Anbeacirma C.iA., syi. Enpiko ®epmi, 1 - 65020 Ananno (aposinuis [Meckapa), Iranis
(Alfasigma S.p.A., Via Enrico Fermi, 1 — 65020 Alanno (PE), ltaly)
JTiyensin (Manufacturing license) No. aM 147/2022

Ceprudikar sinnosianocti GMP ans eix AiNbHHLE 3 BHpoGHHUTBA Ta KOHTpONKO AKocTi / Certificate of GMP
compliance for all manufacturing sites and quality control:
»  Bumyck cepii/ batch release:
K'esi dapmaciorikens TM6X, Byn, I'onsararacce 16/16, 1010 BineHs, AscTpis
(Chiesi Pharmaceuticals GmbH, Gonzagagasse 16/16, 1 010 Wien, Austria)
Ceprudikar Biznosigsocti GMP Ne / Certificate of GMP compliance No.:
480601-0033
o Mapysanus, BTOpuHHe nakysauns / labeling, secondary packaging:
I'.J1. dapma 'm6X, Byn. auctepepracce 9-13, 1160 Binens, ABcTpisn
(G.L. Pharma GmbH, Gansterergasse 9-13, 1160 Wien, Austria)
Ceprudikar signosiprocti GMP Ne/ Certificate of GMP compliance No.: 483078-100395194
«  Bupo6xuureo bulk, nepsiHHe NaKyBaHHA Ta KOHTPONb sxocTi / bulk manyfacturing, primary
packaging and quality control:
Anvdacirma CnLA., By, Bupiko ®epmi, | ~ 65020 Ananno (nposinuia Teckapa), Itanis
(Alfasigma S.p.A., Via Enrico Fermi, 1 —65020 Alanno (PE), Italy)
Ceprudikar sianosinsocti GMP Ne/ Certificate of GMP compliance No.: IT/193/H/2022
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Texnonozis 6UPOBHUYMEE, KOHIMPOTIO AKOCHI MA BUNYCKY cepil PY1US30A nixapcorozo 3acoby HEHOHA, posuun onn
indhy3iit ma opanvrozo 3acmocyeaniia, 20 me/mn, no 1 a6 amnyni, no 5 amnyn p KOHmyprii Hapynxosiit ynaxosyl,
no 2 konmypni wapynxosl ynaxosku ¢ Kapmonnlii kopobyi eidnosioae GMP cmandapmam (Manufacturing process,
quality control and release of the batch No. PY1U530A of the product PEYONA®, solution for infusion and oral
solution, 20 mg/ml, 1 ml in ampoule, 5 ampoules in contour cell package, 2 contour cell packages in carton box comply
with GMP standards).

Crpagoicnim 3aceiduyio, uj0 Hasedena guuye iHPopmayis e 00CmOBIPHOIO | MOUHOIO,

Lo cepito npodywyii PY1US30A4 Gyno euzomognero (8kmodaionit HOKYBAHHA/MAPKYBAHHS) MA NPOGEOEHO KOHMPONs iT
skocmi 6ys nposedenuil HG BUUEBKAIAHUX GUDOGHUNIUX dinbruysx y noemitt eionogionocmi 3 eumozamu GMP,
GCMAHOGNEH MY MICHEBUM PeyISmOPHUNM Op2aHaMY, G MAKodic 6idnosiono do cheyughixayill, wo MicmAmbes @
peeempayiiiHomy docwe. ITpomokomt eupobHuYMEa, NAKYEaHHS md ananisie GYRO nEpeNAHYmo ma 6CHManoGieHo
gionogionicme GMP.

I hereby confirm that the abovementioned information is true and correct.

These batch of product PY1U530A was manufactured (including packaging/labeling) and carried out quality control in
the above mentioned manufacturing area in full compliance with the GMP requirements set by the local regulatory

authority and in accordance with the specification located in the registration dossier. Protocols of manufacturing,
packaging and tests were analyzed and their GMP compliance were confirmed.

Cpiiesi Pharmaceuticals GmbH
A-1010 Wien, Gonzagagasse 16/16
Tel. +43/1/407 39.19-0

Ynosnosacena ocoba (OF) —
, Hama (date) / ¢4 ,f zz
Mag. pharm Georg E. Schinidt
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